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MEMORANDUM FOR: Executive Officer, DDA

FROM: Bruce T. Johnson
\ Director of Data Processing

STATINTL ,
SUBJECT: Proposed Changes _

REFERENCE : Metwo fm C/Agency Task Porce in
support of Liaison With the President's
Comuission for the Study of Ethical
Problems in Medicine and Biomedical
and Behavioral Research dtd 28 July
1930, same subject, attached to your
note dtd 28 July 80

STATINTL

The Office of Data Processing concurs in the

STATINTL amendment to HR-as stated in reference.

/s/ Bruce T. Johnson

Bruce T. Johnson

0/D/00P /J I cc/8-4-80

Distribution:
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2 - ODP Registry
2 - 0/D/ODP
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28 July 1980

MEMORANDUM FOR: Deputy Director for Administration

VIA: - Charles A. Bohrer, M.D.
~ Director of Medical Services

o P 0.
alrman, Agency Task Force in Support of

STATINTL Liaison With the President's Commission for
the Study of Ethical Problems in Medicine and
- STATINTL : Biomedical and Behavioral Research
: SUBJECT: Proposed Changes in Headquarters Regulation-
- STATINTL

1. The Agency Task Force has developed proposed afiiendments
to HR!which should bring the Agency into accordance w¥th the
requi ents of 45 CRF 46 inasmuch as the Agency considers itself
to be an institution conducting research on human subjects.

2. The Task Force is of the opinion that the proposed
endments will provide the Agency with a flexible framework within
¢ guidelines issued by the Department of Health and Human Services
(formerly the Department of Health, Education and Welfare). As the
DDA representative to the Task Force, I am seeking comments and
suggestions within the DDA.

5. I suggest that you consider disseminating copies of this
document with the attachments to each office head for comment and
return to me. Concurrently, a few minutes of discussion at one of
the DDA staff meetings in the next week or so would be helpful in
raising a general awareness of the necessary safeguards when
conducting research on human subjects as well as providing more cogent
suggestions for the proposed ammendment to the regulation.

STATINTL
STATINTL

Attachments

Ao iR op 1-7

B.  Proposed ammendment to HR -
STATINTL
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L RESTRICTIONS ON INTELLIGENCE ACTIVITIES

32 N0PSIS: This regulation implements the provisions of Executive Order |

Fils3 that fmpossr varlous restrictions on the intelligence activities of the
Kuziwy, particularly with ragard to aclivilies invelving United Stales.
o _ puesius, The regalation also includes Agency policies regarding, among
S eihior things, the conduet of secucity investigations, relations between the
; Ageucy and othee governmenial sniities, and relationships between the
Agsuey and members of the US. news media, US. clergy, the U.S.
az2d=mie commuaity, and employees of the Congress.

.a, GENERAL

{T}. The inccligence activities of the United States, including the activities of the Agency aund
the Otfice of the Director, are restricted by various provisions of law and, in particular,
Exectitive Order 12036 (43 Fed. Reg. 3674, 26 January 1978), particularly Section 2.
Provisions of the Executive Order which are quoted in this regulation are indicated by
jtalics. Nothing in these portions of the Executive Order or this regulation is intended to”
authorize any activity not otherwise authorized or to provide exemption from any more
restrictive statute, Presidential directive, Executive order, or regulation. Unless otherwise
specified, the provisions of this regulation apply to activities of both the Agency and the
Dffice of the Director whether inside or outside the United States. References to law are
te the Constitution and applicable laws of the United States. This regulation will not be
amenided without the approval of the Director or the Deputy Director of Central

Intelligence.

. (2} No activity or action shall be authorized which would intentionally, or reasonably would
( be expected to, abridge the Constitutional or legal rights of U.S. persons, whether in the
United States or abroad.

Vo ensure that all activities are in compliance with the law, Deputy Directors and Heads
uf Independent Offices shall consult with the Office of General Counsel on all activities
- whose lemality is not clearly established. The General Counsel shall have access to all
STATINTL: - . }nf(-rrmtmh necessary to perform the duties of that office {see HR -

e ‘,‘ A1) The Inspector General is auﬂmnzed to review all activities and shall have access to aH
information necessary to perform the duties of that office (see HR- '

161

et

- ) - {3} Any activities or proposed activities that may raise questions of eompliance with law,
N ) . Eszcutive erder, or regulation, or that may otherwise appear improper, will be brought
dir eczh,’ to the attentiop of the Director.

(6} Any émp,nyee whe has k‘nowledge of past, current, or proposed CIA activities that might
be construed to be illegal, improper, questionable, or not authorized by applicable law,
. Presidential directive, Executive order, or regulation, or who believes that instructions
. ’ received in any way appear to be illegal, improper, or questionable, shall mfotm the .
Director. or Inspector Cener.)l immediately. :

- e (7 Auy employee who, in the course of official duty, becomes aware of any information,

~—

allegation, or complaintof possible violations of Federal criminal law by any person, . .

including a person ermployed by, assigned to, or acting for the Agency, is required to
report immmediately such information, allegation, or complaint to the General Counsel.
‘The Office of General Counsel shall consult with the Office of Security and the Office of
the Inspector General when necessary in conducting a preliminary inquiry to determine
whether a basis for referral exists and shall obtain from concerned Agency components
- _ an evaluation of the impuact, if any, of a prosecation of such a violation on the national
’ L security or foreign relations of the United States, including intelligence operations which

23

.1 ".\\

- ’ — Revised: 21 November- 1979 (.1262)
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- muy hc )ennurdwed or intelligence sources and methods which may he unnpmnm«-d
Puzsosr 20y m "'S US(. 215 .\url Sectmn 1-706 of Fxecutive Order 12036, evidence of

; e of bu_unt), \uho shaIl inform the General Combel of serious oy contivuing

: e fos, The Cenerul mes«:l shall, in compliance with Section 1-707 of Executive L »

s 12056, recommend to the Attorney Ceneral that such cases be referred to '

the 10 for further mveshgalmn (Reqmred procedures and guidelines will be included as

Agrex Fl) - )

(S} The provisions of any prevxously pubhshed rcguhtory issuance inconsistent with the

- proyisions of this regulation are superseded. ] . o

kcI\ITIO\S. For the purpose of this regulation, and etcept as may be provnde-d in the
Fnnetes to this regulation; the’ followmg terms shall have these meanings.

(I) ‘Communications securily means protective measures taken to deny uncuthorized

- persons information derived from telecommunications of the United States

, Covernment related to national security y and to ensure the authentzczty of such

- . teleconmunications.. . .

) (2) “Counlerintelligence” means mformatzon gathemd and acthnes conducted to prolect
egainst espionage and other clandestine intelligence activities, sabolage, international )
terrarist nctivities or assassinations conducted for or on behalf of forezon powers,
organizations or persons, but not including personnel, physical, document, or
communications security programs.

(3) “Electrunic Surveillance’” means acqzus:txon of a nonpublzc communication ln
electronic means without the consent of a person who is a party to an electramc

- €ommnunication or, in the case of a nonelectronic communication, withont the consent .-
of a person wha is msibly present at the place of communication, but not inctuding the ( '
‘wse of radio direction finding equipment solely to determine the location of a
trausmztt(’r The. monitoring of u telephone conversation with the consent of one party

. does not constitute electronic surveillance under this definition. This is consistent with

- Title L of the Omnibus Crime Control and Safe Streets Act of 1968. Also, the recording
.of an ordinary oral conversation by someone wha can be seen by both partiesto it, and is
‘in reasonably dm—- proximity to the parties and therefore can n,asnrubh be expectcd to

" overhear i does-not constitute electronic surveillance.

{3} "Employee™ mf- Al persons employed by, assigned to, or acting for the Agency and the
Oifice of the Director, except as otherwise defined in the annexes to this regulation.
{3) “Foreitn Infe’;zg:encf' means information relating to the capabilities, intentions and'
activities of forsign powers, organizations or persons, but not including counterintelli-
gence except fm’ mﬁ')rmanon on international terrorist activities. L
®B) * lnte.llrgyme me.'ms foreign mte!l:aence an(l count?rlntel[mence ) T
) I Intel!weme Community” and ‘agency” or “agencies within the Intelligence -
' .Commumtu rvfer ta the fotlowmg organizations: ... .. i . . ‘ .
(a) The Central Tnislligence Agency (CIA); L. S ' L '
{b) The Nutional Security. Agency (NSA)
ey The Defense Inteltigence Aoency, :
(d) The Offices within the Department of Defense for the callectwn of snemalz..ed
national fureign intelligence through reconnaissance programs; .
(e) The Bureau of mtellwence and Research of the Department of State; Ty
fy The intelligence elements of the military services, the Federel Burean of (
Investigation (FBI), the Department of the Treasury, the Departinent of Energy,
and the Drug Enforcement Administration (DEA); and . .. . -

(¢} The staff elements of the Office of the Director of Central Intelligence (see HF- ’

STATINTL - .Revised: 21 November 1979 (1262)
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5% "I'- ernationa! terrorist activities” eans any activity or ecticities which:
(:? imunlves killing, causing serious bodily harm, kidnapping, or violent destruction of
: siruperty, or an attempt or credible threat to commit such acts; and

(b} -ivpenrs intended to endanger a protectee of the Sacret Service or the Department
of Siate o 2o further political, social or economic goals by intimidating or coercing
iz popalation or any segment thereof, influencing the policy of a

T

a. ¢iv
grcernment or international organization by intimidation or coercion, or cbtaining

widzspread publicity for & group or its cause; and
{c) iranscends national boundaries in terms of the means by which it’is accomplished,
the cicilian populanon government, or international organization it appears
e intsnded to coerce or mtlmtdate or the locale in whick its perpetrators operate or
T - seek asylum. :
9 -

l"!-rr;ical surveillance” means an unconsented, systematic and deliberate observation
of c person by any means on e continuing basis, or unconsented acquisition of a

ot
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norpublic communication by a person not a party thereto or cisibly present thereat

through any means not involving electronic surveillance. This definition does not

include overhead reconnaissance not directed at specific United States persons. The -

definition of physical surveillance refers primarily to systematic observation of an
individual designed to determine all of his or her regular daily activities. The
unconsented acquisition of a nonpublic communication by a person not a party thereto
or visibly present thereat refers primarily to a situation where a person hides in a room

to overhear what persons in the room are saying.
{10} “'Special activities” means activities conducted abroad in support of national forezcm
policy objectives which are designed to further official United States programs and
- " policies abroad and which are planned and executed so that the role of the United
' Seatss Government is not apparent or ccknowledged publicly, and functions in
support of such activities, but not including diplomatic activity or the collection and

production of intelligence or related support functions.
©(11) “United States,
- States.
(12) “United States person”
' {a} A citizen of the Umtafl ‘States;
e (o) An alien Jawfully “admi tted far parmanent Teudence
' (c}-nn unincorporated aasacmatmn organized in the United Stetes or substantially
T camposed of Umted b'atﬂs citizens or aliens lawfully aclrmtted for permanen:
. o ; : umdrnw or . - .
o o ) A mrpomz,rm mcorporated in the Umted States )

" when used to describe a place, includes the territories of the United

means:

c. FOLICY
(1) Br‘uYiICTIOND ON COLLECTION

- ' " (a)-General Procisions

ARSI L 3

{1} The activities described in paragraphs (b) through (s) below shall be undertaken -

. -only us permitted by this regulation and, where required, by procedures

-established by the Director and approved by the Attorney Ceneral. Those

. . . - progcedures shall ~“protect constitutional rights and privacy, ensure that
- s : information is gathered by the least intrusive means possible, and limit use of
- such information to lawful governmental purposes.
(2} Activities described in paragraphs (b) through (e) for which a warrent would be
“required if undertaken for low enforcement rather than intelligence purposes

—XRevised: 15 September 1978 (1159) 3
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pearenit, ualiss er President has authorized the tupe oF activity incolved and

af = }an.n . PEIEL.
{‘:.ﬂ l{wmwm s Susxdillanca. The CI. \ nay not engage in any electronic surt,ezllance

_estabbishal: mmuant to paragraph o(1):a). Training of personnel by agencies in the

testing by such agencizs of such eqnipment, and the use of measures to determine
the cxistence and capability of electronic surveillance equipment being used

- S o A‘::Suck_ activities shall be limited in scope and duration to those necessary to carry
R BTN Y put the training, testing or countermeasures purpose. No information derived Sfrom
L o ‘ communications intercepted in the course of such training, testing or use of
- e " countermeasures may be retained or used for any other purpese. (See classified
Annex B for required procedures concerning electronic surveillance, and Arraew-B-1
concerning training and testing in this area, which shall remain in effect until such

ures activities are develpped under paragraph c(1){a).) CIA may request other

) agencies with authority to'do so to conduct electronic surveillance within the U.S. for
i - legitimate foreign intelligence or counterintelligzence purpeses, and CIA may aid
such agencies in the conduct of electronic surveillance within the U.S. for foreizn
intelligence or counterintellivence purposes, through the provision of technical
S assistance and expert personnel, provided OGC is consulted prior to requesting such
P .. -, surveillance or furnishing such assistance or personnel.

(<) Tei’ecisiun Comeras and Other Monitoring. No agency within the Inlelligence
. . . Cnwe - Community shall use any electronic or mechanical device surreptitionsly and
) : : " continuously to monitor any person within the United States, or any United States
_ . . person abroad, except as permitted by the procedures established pursuant to
- o _ paragraph ¢(1)(a). (Required procedures will be included as Annex G at such time as
' ' they hw:: heen established and approved.) In the interim, OGC mlbt be Lonsuked
peior to initiating any such activity, e o
(d) Uncensented Phyyical Searches. No agency within the Inte[lwence Commurz'w
T o except the £BI may conduct any unconsented physical searches within the United
) States. All sueh searches conducted by the F3I as well as alf such searches
cond:ictqd:«by any agency within the Intelligence Community outside the United
States-end directed against United States persons, shall be undertaken only as
<o permitted by procedures established pursuant to paragraph cf1)(a). (See classified
e Anaex C for reqguired-procedures which shall remain in effect until such time as
. , , revised uader paragraph c(i)(a). In the interim, OGC must be consulted prior to
- . - initigting any- such: actmty} 5 ) e . -
- (e) Mail S'urr:mllanre. Na agency m:hm the Inte[hoence Commumty shall open mail
or examine encelopes in United States postal channels, except in accordance with
applicable statutes and regulations. No agency within the Intelligence Community
shatl open mait of a United States person abroad except as permitted by procedures
established pursuant to paragraph c{1)(a). The opening of mail of a U.S. person
: abroad constitutes an.unconsented physical search directed at that person and is
- ) d - . limited as in {d) above. To the extent CIA may need mail cover information from
) L - - within US. postal channels in furtherance of its legitimate activities, it shall make

et

- 4 ' , —Revised: 15 Septermber 1978 (1159)
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iﬁﬂ'd"ﬂr%/. Ceprwrad hus both epproved the purticnlur aetivity end determined .
this.thy wieble cavse to telizse i mt the United Stites person is an aoeut :

wiTRie the Lisited Stetes. No cgzney wl ithin ihe [ntelligence Community shall

R e O Y . eﬁ-:c*mru. surpeillanics Jirectzd against @ United States person T
a&ﬂw" re de.vg:x c lu intercest a commzpication sent from, or intended for .
recept wichin, ;ne United. Stcies, excent- as permitted by the procedures.

urdawfully shall not be prohibited and shall also be governed by such procedures. -

time as final procedures for electronic surveillance, testing, and audio countermeas- N

- - oLt

" Intalligence- Community in the use of electronic communications equipment,’

l;

H
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aporopriate requests to the FBI. (Required procedures will be included as Armex H
-a¥ such time as they have been established and approved. In the interim, OGC raust

B o *.:.te-d pefor to initiating any “such activiry.)
© () Phyvieal Surugulance The FBI may conduct physiai syrceillance directed against
Urized States persans or others only in the course of 2 lawful investigation. Other
agincies within the Intellizence Community may not undertake any physical
3urvatllence directed cgeinst a United States pzeson unless {see Annex A for

requiired procedures which shall remain in effect .until such time as rewsed under -

. puarsgraph of1)(a))z
{1} Fhe surveillance is conducted outside the United States and the person being
surveillad is reasonably believed to be acting. on behalf of a fareign power,
. €ngaging in international terrorist activities, or engeging in narcolics.
production- or trafficking; provided, however, that such surveillance directed
against U.S. persons reasunably believed to be engaged in international narcotics
activities abroad is subject to the limitations set forth in paragraph c{3){c) below.
- {2) The surveillance is conducted solely for the purpose of identifying a person
who is in contact with someone who is the subject of a foreign intelligence or
counterintelligence investigation: or :

(8) That person is being surceilled for the purpose of protecting foreign

intelligence and counterintelligence sources and methods from unauthorized
disclosure or is the subject of a lawful counterintelligence, personrel, physical
or communications security investigation.
{(4) Nosurveillance under paragraph {3) above may becorductet[ withir the United
States unless the person being surveilled is a present employze, intelligence
" egency contractor or employze of such a contractor, or is e military person
employed by e non-intellizence element of a military sercice. Qutside the

o o " United States such surceillunce may also be conducted cgainst a former

employee, intelligence agency contractor or employee of a contractor or a
civitian person employed by a non-intelligence element of an agency within the
Intelligence Comnmunity. A persor.who is in contact with such a present or

Jormer. employee or contractor may also be surveilled, but only to the extent ‘

necessary to identify that person.

(2) Undisclosed Participation in Domestic Organizations. No employees may join,

-or otherwise participate in, any organization within the United States on behalf of
any agency within the Intellizence Community without disclosing - their
intelligence offiliation to appropriate officials of the organizatior, except as
permitted by procedures established pursuant to paragraph c(1){a). (Required
procedures will be included as Annex I at such time as they have been established
:md approved.} Such procedure.s shell provide for disclosure of such affiliation in all
" -casés unless the agency head or a designee approved by the Attorney General finds

that nondisclosure is essential to achieving lawful purposes, and that finding is .
subject to review by the Attorney General. Those procedures shall further limit

undisclosed participation to cases where:

{1) The participation is undertnken on behalf of the FBI in the course of a lawful

" fnvestigation;

(9) The organization concerned is composed primartly of individuals who are not
* United States persons and is reasonably believed to be acting on behalf of a
foreign power; or

(3) The participation is strictly limited in its nature, scope and duration to that
- necessary for other lawful purposes relating to foreign intellizence and is
type of participation approved by the Attorney General and set forth ir: @
public document. No such participation may be undertaken for the purpose of

L _influencing the activity of the orﬂ'am,atzon or its members. -

- —sRevised: 15 September 1978 (1159) : T T
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(h) Cyilaction of Nonpublicly Azsilable Information. No agency within the
- IatsHigence Community may coilect, disseminate or store information concerning

cwell,

- the ectivities of United States persons that is not availuble publicly, unless it does

STATINTL

priragraph ¢(1){a). The means by which such informatian is collected must conform
4o the restrictions stated elsewhere in this regulation and its annexes. (Required
- precedures will be included as Annex J at such time as they have been established
and approved.) Those procedures shall limit collection, storage or dassemmatwn {o
the foliowing types of information:

(1} information concerning corporations or other commercial aroani.atzan.s or
ectivities that constitutes foreign intelligence or counterintelligence;
{23 Informatiom arising out of ¢ lawful cmmlennteilzgence or personnel physxcal

. #r- communications security investigation;
(3) Information concerning present or former emplo_/ees present or former
- intelligence agency contractors or their present or former employses, or
applicants for any such employment or contracting, which is needed to protect
" foreign intelligence or counterintelligence sources or methods fmm unauthor- ~
ized disclosure (see paragraph c{4)(b));
: (4) Information needed solely to identify individuals in contact thh those persom
descrived in paragraph (3) or with someone who is the subject of a lawful

$00 with their consent or as pzrmitted by procedures esteblished pursuent ta -\

foreign intelligenca or counterintelligence incestigation; .

» ~ (3) Information- concerning persons who are reasonably believed to be potential
I _ ... . sources or contacts, but only for the purpose of determining the suz.tab:l:tjor
' credibility of such persons; - :

{6) Information constituting foreign mtellwence or counterintellizence gamemrl
cbroad or from electronic surcvillance conducted in compliance with paragraph

c(l)w) or from cocperating sources in the United States; _
(7) Information about a person who is reasonably belieced to be acting on behalf of
) . a foreign. pencer, engeging in international terrorist activities or narcotics
K < o production or trafficking, or endangering the safety of a person protectzd by
the United States Secret Service or the Department of State; (This exception is
Jimited by paragraphs c(1)(r) and (s), c(2) c(S)\c) zmd 0(4) of this regu]ahon and

the appropriate. annexes.) -~

~

- {8) Information acquired by overhead reconnaissance not directed at spem}'zc -

United States persons; .

{(9) Information: concerning United States persons abroad that is oblamed in
v yesponse to reques*s from the Department of State for support of its consular
Sk i responstbxht;es relating to the welfare of those persons; or . .

(10) Informa!zan concerning persons or activities that pose a clear ihreat to any
facility or pe-rsonnel of an agency within the Intelligence Commumty- Such
'-mforrmltmn may- be retained only by the agency threatened and, zf
-eppropriate, by the Umted States Secret Service and the FBI.

(:) Forexgn Intelligence. CIA is authonzed by Section 1-801 of Executive Order 12036 ) 7
to collect foreign intelligence, including information not otherwise obtainable, within -

the US. in coordination with the FBI as required by procedures established by the
Director and approved by the Attorney General. (Required procedures will be
included as Annex K at such time as they have been established and approved.)

(i) Tex Information. No agency within the Intelligence Community shall examine tax
returns or tax information except as permitted by applicable law. All requests for

Deputy Director. OGC will process such requests in accordance with the Internal
L Revenue Code and U.S. Treasury regulations.

& ., L e ‘ -_ ... —sRevised: 15 September 1978 (1159)
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% dN (,‘v Zstrictions on Experimentation. No agency within the Intelligence Community -

L
ght . ponsor, contract for. or conduct resvcrch on human subjects except in i
“rase writh guidelines issiod by the Department of Health, Education crd j
lie subject’s informed consent shall be documented as required by those { .
3. and no experiznent on a subject who has given informed consent shall be i :

itar aken wnthout the specific approval of the Director.

(}} \(" &)E.‘d.
(m) Restrictions on Contracting. No agency within the Intelligence Community shall
enter-into a contract or arrangzment for thz provision of goods or services with
. privale companies or institutions in the United States unless the agency
- §worsorship is known to the appropriate officials of the company or institution. In
¢t case of any company or institution other then an academic institution,
" intelligence agency sponsorship may be concealed where it is determined,
pursuant to procedures approved by the Attorney General, that such concealment
is necessery to maintain essential cover or proprietary arrangements for
authorized intelligence purposes. (Required procedures will be included as Annex
. - L at such. time as they have been established and approved.) N
(n) Resirictions on Personnel Assigned to Other Agencies. An employee detailed to
another agency within the federal government shall be responsible to the host
agency and shall not report to the parent agency on the affairs of the host agency. _
STATINTL unless so directed by the host agency. Th,e head of the host agency, and anyp .
-~  successor, shall be informed of the employee’s relationship with the parent agency. b
' In accordance with HR , CIA personnel assigned to other Government agencies !
for cover purposes, and halson officers, are not considered to be “detailed” to the - ;
L - other agency involved. g
( - (o) Prohibition on Assassination. No person employed by or acting on behalf of the' {
) . United States Government shall engage in, or consplre to engage in, assassination. ¥
(v} Bestrictions on Special Activities. No- component of the United States
Covernment except an agency within the Intelligence Community may conduct
any specinl activity, Only CIA (or the military services in wartime) may conduct
soecial activities, except where the President determines, with the advice of the _
Special Coordination Committee.of the National Security Council,, that another
agzacy is more likely to achieve a particular objective. Special activities must be
- approved. in accordance with Section 1-302 of Executiver Order 12036.

{q) Nestrictions on Indirect Participation in Prohibited Activities. No agency of the =~ . | =
" Intelligence Community shall request or otherwise encourage, directly or - =~ .. e
“indirectly, any person, organization, or government agency to undertake aciwmes ' : )

forbiduen bj Executive Order 12036 or by applicable law. . ,

(r) Restrictions on Assistance to Law Enforcement Authorities. Agencies wzthm tne

Intelligence -Community” other then the FBI srzall not except as expressl_}
~-gutherized by law: - - - :
(I) Provirda services, equipment, persannel or facilx'ties to the Law Enforcement
- - Assistance Administration (or its successor agenczes) or to state or Iocal palu:e
-organizations of the United States; or -
(2) Participatein or fund ary low enforcement activity within the United States.
“(s) Permissible Assistance to Law Enforcement Authorities. The restrictions in
paragraph {r) shall not preclude: : o .
(1) Cooperation with appropriate law enforcement agencies for the purpose of
- protecting the personnel and faczhtzes af any agency within the Iatelligence
Community; - -
- (2) Participation in law enforcement activities, in accordance with law and thiz
L ' regulation, to investigate or prevent clundestine iptelligence activities by

2

.,
TN
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(Amend to include the following bDef'n)

STATINTL
fInstitﬁtiQnal'Review‘Board" means a panel, creatéd in

aecedtdancefwith-the requiremente of 45 CFR 46 by an -

_1nst1tutlon conductlng research on human subjects, res—
ep0n51ble for determlnlng whether human research subjects
’Wlll be placed at risk and if rlsP in 1nvolved, whether-
,(a) The rlsks to the subject are so outwelghted by the
sum of the benefit to the subject and the 1mportance of the
knowledge.ﬁo be gaihed as to warfant a decision‘to;eiloﬁvfhe
‘subje t to accept these risks: (b) The rights ahd.welfare'
, qf any sueh subjecﬁs will be adeguately pioteetéd;_énd c¢5‘,”"
._Legally effective infermed consent will be obtained by

adequd," ahdfappopriate methods,in_accordance_with‘the'“. .

prmvisions of 45 CFR 46.
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._gp-_Re'easé-om/07(/&%a%@gpﬁﬁzqq;amqgmm%ng Def*n)

CSTATINTL
1 --*'"Research on Human Subjects" means a formal 1nvest1gatlon,-

'5ffdeslgned to deveLOP or contrlbute to generallzable knowledge,_ .

the sub3ects.of which are perSOns about whom a sc1entlst

conducting research obtains (a) data through intervention

or- 1nteractlon w1th the person, or (b) 1dent1flable—pr1vate

' lnfornatlon._ Intervenelon 1ncludes both phy51cal pro—-
cedures by whlch data are gathered, and,manlpulatlon of the
subject or the subject's environment that are performed for

research purposes. Interactlon 1ncludes communlcatlon or

interpersonal contact between the research scientist and

e e -

the subject. .Private information includes information
about behayior that occurs in a context invwhieh_an_individual‘
eaﬂAreasonabiy'expect'that ﬁo:obeervation'eﬁ reebrding is |
takwng plave, and information which has been provided for
specific purposes Dy an 1nd1v1dual and.whlch the 1nd1v1dual
can reasonably expect will not be made public. Private
infoxnation must be'indiVidually'ident&fiable to fall withia”"
thL5 definit OPV ‘Data collection and analysis‘conducted'in
analytical

the normal course of approved admlnlstratlve,br operatlonal

actions. dOPS not constltute research under this deflnltlon.
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(1) R”StriCtions on Eyuerimentation.

STATINTL

No agency within the

TIntelllgence Communlty shall sponsor, contract fdr;;or

duct research on human subjects except in accordance
fthh guldellnes 1ssued by the Department of health

E&ucatlon and Welfare. The subject's informed consent,

;Shall.be &ocumented astrequlred by those guldellnes. 'f

Zil)-tAll,documentatlon and certification prepared 1n comwp
eéiianee'with“DHEﬁ guldellnes, codlfled at 45 CFR 46,
shall be evaluated by the Director through the Human.
SLb]eCt Research Review Panel consisting of such
otflcers and employees of the CIA aqd such experts
or consultants engaged for this purpose as the.Dlrector”.
d Lermlnes to be appropriate.

{2) ”hm bDirectox' ¢ evaluation shall take into con31deratlon,
-amonyg other pertinent factors: (a) The adequacy of the
proposed Institutional Review Board in the light of the
anticipated gcope of the applicant institutione's-

kivities and the type of subject populations likely

Q
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'+oabe involved, (b) the appropriateness of the proposed
initial and‘continuing review procedures in the light
of'the probable risks, and (c);the size and eomplexitf o
of the 1nst1tutlon. - o

(35 Oon. the basis of his evaluation of docamentatlon sub;
mltted in accordance with the requlrements of thls
regulation the Director shall (a) approve, (b} enter

into,negotiations to develop acceptable documentation, -
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T _or (¢) disapprove. With respect to approved documen-

“tation the Director may determine the period during

Qﬁich appfovals remain elfective or otherwise‘condition .
.”upf reéﬁriét his-approval. |

;?g} The Human Subject Research ReviQW'Panel'sha;l prepaﬁe

‘ and makelavailéblg'nece§sary materialé,_including

procedural instructions, applicable guidelines, and

supplementary information, to assist components in

complying with the reguirements of this régulation;
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